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transport and shipping
POLICY

Procedures for the transportation and shipping of cellular and tissue therapeutic products are designed to protect the integrity of the product, health and safety of individuals in the immediate area, minimise transit times and comply with regulations. 

Products are escorted by trained personnel from (Insert manufacturer’s name), the transplant or collection centre, an (Insert accredited HPC collection agency) accredited commercial courier or a shipping agent. 

(Insert manufacturer’s name) adheres to the (Insert donor registry name and applicable standard) Procedures for Transporting Fresh Haemopoietic Progenitor Cells for national and international transport of fresh (non-cryopreserved) product. A shipping agent is preferred for the transportation of cryopreserved products. The preferred shipping agent is (Insert approved shipping agent). 
SCOPE

This procedure applies to all cell and tissue therapeutic products dispatched and received by (Insert manufacturer’s name).  
Definitions

Shipping: The physical act of transferring a therapeutic product within or between facilities. During shipping the product leaves the control of trained personnel at the transporting or receiving facility. 

Transport: The physical act of transferring a therapeutic product within or between facilities. During transport the product does not leaves the control of trained personnel at the transporting or receiving facility.

responsibilities

· The (Insert manufacturer’s name) Production Manager is responsible for ensuring that therapeutic products transported or shipped from (Insert manufacturer’s name) are appropriately packaged and labelled, are accompanied by the required documentation and are transported under suitable conditions. 

· (Insert manufacturer’s name) staff currently certified competent by (Insert appropriate accredited packing/shipping agency e.g. CAAA) are responsible for packing products for shipping. 
· Trained personnel from the collection centre are responsible for ensuring therapeutic products dispatched to (Insert manufacturer’s name) are appropriately packaged and labelled, are accompanied by the required documentation and are transported under suitable conditions. 

· The staff member from (Insert manufacturer’s name), the transplant/collection centre or a commercial courier transporting the product is responsible for transporting it in a safe and secure manner, monitoring the temperature, minimising transport time, delivering required documentation to the receiving centre and ensuring receipt is recorded. 

· The receiving centre must inspect the outer container and product upon arrival, record receipt and return relevant documentation to (Insert manufacturer’s name).  Where necessary, the receiving centre must arrange the return of the transport container and data logger to the dispatching centre.

· The (Insert accredited HPC collection agency) is responsible for the accreditation of commercial courier companies.

COUrier preparation

· (Insert manufacturer’s name) couriers are selected and trained in accordance with the (Insert donor registry name and applicable transport standard) as documented in Courier Instructions DOC102.  Courier competency is recorded in (Insert name of quality software application). 
· (Insert manufacturer’s name) couriers are briefed prior to each trip by trained (Insert manufacturer’s name) personnel as documented in Courier Instructions DOC102. The Courier Instructions procedure is used to emphasise the most important responsibilities.

· Couriers are provided with the required documentation, as listed on the (Insert donor registry name) forms: Courier Information and Collection, Verification and Transport of HPC.

temperature monitoring

· The temperature during transport or shipping outside the hospital is continuously monitored using a data logger to ensure the required storage temperature is maintained. 

· The (Insert data logging device name e.g.T-tec Thermochron i-button) must be used in conjunction with a visual display thermometer, for transport outside the metropolitan area.

· See Data Logger Instructions for programming and downloading the temperature data loggers.
transport 

The preferred method of transport for local deliveries is by trained personnel using a (Insert manufacturer’s name) car. If a (Insert manufacturer’s name) car is not available, then a taxi may be used. 
packing

Refer to Labelling for instructions for labelling the product and outer container and additional labelling requirements for transport or shipping by air.
Non-frozen Product 

1. For immediate delivery within the hospital, products may be transported by trained personnel in a rigid esky labelled with (Insert manufacturer’s name) name and location.

2. For transport outside the hospital of non-frozen products requiring a temperature controlled environment, use a (Insert transport container name e.g. Blood in Motion or Credo Cube) transport system. 

3. Pre-cool the product at 2-8oC, if time permits

4. Place the primary product container in a zip-lock bag to prevent leakage.

5. Secure the data logger probe/sensor to the product’s secondary bag. For journeys of less than 1 hour within the metropolitan area, a (Insert data logging device name e.g.T-tec Thermochron i-button) without a visual display thermometer may be used.

6. If using a mini visual display thermometer with the (Insert data logging device name e.g.T-tec Thermochron i-button), set the thermometer to fridge mode and secure the probe to the product’s secondary bag. 

7. Blood in Motion Transport System

· Three types of Blood in Motion containers are used by (Insert manufacturer’s name). When appropriately prepared and packed, the containers are expected to maintain product temperate within the range 2-10oC for the following minimum length of time (Blood in Motion System VAL29):

· 4 hours - Silver Bag II. Suitable for transport in the Perth metropolitan area.

· 6 hours - Silver Bag III. Suitable for transport interstate, provided the courier closely monitors the temperature and takes appropriate action if the temperature rises.

· 40 hours – MiniVaqBox. Suitable for interstate or international transport.

· To prepare the Blood in Motion container:

· Pre-cool the 4oC temperature control elements (including frames) at 2-8oC for at least 12 hours. Do not freeze.

· Visually check that the change material in the elements has solidified (ie conditioned).

· If the change material is not solid, place elements in a freezer for 10-30 minutes until conditioned.

· Minimise the time the conditioned elements are exposed to room temperature during packing.

· Packing the Blood in Motion container:
Refer to the (Insert donor registry name and standard) Guidelines for Couriers of HPC for illustrated instructions for packing and transporting HPC.
· Place product in the space formed by the elements and frame, making sure no parts of the bag are hanging over the sealing edges.

· Place the cover element on top of the frame.

· Press to lock the elements together. A rubber band or strap may be used, if required. 

· Place in the insulated outer container (Silver Bag or MiniVaqBox). Use additional conditioned elements and frames to fill any vacant space (Insert appropriate validation number)
8. Credo Cube Transport System
Once the product is cooled, the Credo Cube container is expected to maintain product temperate within the range 2-10oC for at least 48 hours (Insert appropriate validation number).
· To prepare the Credo Cube container:

· Place 6 TIC panels in a freezer at <-18°C for at least 12 hours, until frozen hard.

· Leave the TIC panels at room temperature (separated, lying flat) for 25min or until the surface frost melts. Wipe the panels dry.

· Insert TIC panel into the insulator base (inside the Credo canvas carry bag) with logo facing up.

· Add 4 TIC panels the side walls with logo facing inward.

· Packing the Credo Cube container:
· Place product(s) in the cavity. Fill cavity space with non insulating filler, if required.
· Place final TIC panel over the top of the cavity, logo facing down.
· Place insulator lid over the TIC System making sure it rests flat without forcing.

· Secure with the bag’s velcro straps and zip the bag closed.
9. Secure the Tiny tag logger or the thermometer visual display unit to the outside of the container, so that the temperature readout is visible. 
10. Secure outer container with a lock. Keep container locked during transit.

11. Label the outer container in accordance with Labelling.

Cryopreserved Product

1. Cryopreserved products are transferred to and from (Insert manufacturer’s name) in a nitrogen vapour shipper (dry shipper).

2. Prepare the dry shipper according to Dry Shippers and the manufacturer’s instructions. 

3. Place products for dispatch in metal cassettes before transferring into the shipper.

4. Protect the metal cassette with pre-chilled foam and place in the canister/bucket in the shipper.

5. Place the (Insert data logging device name e.g. Tiny-tag data) logger probe (–200oC to +100oC) inside the shipper. 

6. Replace the insulated lid of the dry shipper.

7. Secure the data logger to the outside of the shipper.

8. Lock the shipper. Keep the shipper locked during transit.

9. If transporting outside the metropolitan area, use the protective shell transportation box. 

10. Label the outer container in accordance with Labelling.

11. Keep the dry shipper in an upright position at all times.

shipping cryopreserved products
Booking the Shipment
1. Contact (Insert name of transport company e.g.World Courier).
2. Inform customer service that you would like to make a booking on (Insert manufacturer’s name) account number (Insert shipping account number).
3. Provide your name, contact details, time and date the shipment will be ready for dispatch, collection and delivery details.

4. A ‘Job Number’ will be issued by (Insert name of transport company e.g.World Courier). Quote the supplied job number whenever making an enquiry for the arranged shipment.

5. Use the (Insert manufacturer’s name) shipper or hire the (Insert name of transport company e.g.World Courier) dry shipper (if available). If the (Insert manufacturer’s name) shipper is used, provide a return label (stating the shipper is empty).
6. Ensure the dry shipper will be fully charged for delivery.
7. State that the dry shipper must not to be X-rayed.
Preparing the Shipper

1. Prepare the data logger and shipper as above. 

2. Complete a (Insert name of transport company e.g.World Courier) Air Waybill.
3. Place accompanying documents in an envelope between the primary container and outer transport box.

4. Contact the receiving centre and provide the delivery details (Waybill number, estimated time of arrival).
5. Request that the empty cassettes and data logger be returned by regular post.

6. Any additional non-biological products (Plasmalyte, consumables) are to be packed and shipped separately by (Insert name of transport company e.g.World Courier) at an additional cost.

7. Label the shipper in accordance with Labelling.

Return of the Shipper

1. If the (Insert manufacturer’s name) shipper was used, the receiving centre must return the shipper, with the return label (stating the shipper is empty) attached. 

2. On return of the shipper, inspect for damage and clean if required.
Shipping products with dry ice

1. Obtain a (Insert name of transport company e.g.TOLL IPEC) Consignment Note 

2. Complete Consignment Note.
3. Prepare transport label for outside of the container.
4. Place envelope with documents between the primary and secondary container.

5. Secure lid of outer container with masking tape.

6. Label the container in accordance with Labelling.

7. Insert 4 ventilation holes on top of lid.
8. If required, contact consignee with delivery details (consignment note number, estimated time of arrival)
9. Transport package to (Insert location for shipping pick up), for dispatch on designated pellet.

accompanying Documentation

1. A Shipping Form is required if a shipping agent is used.

2. A Customs Invoice stating the nature and value of goods is required for international transport or shipment. 

3. The Distribution Form must be completed for transport or shipment from (Insert manufacturer’s name).

· Where a product is distributed by (Insert manufacturer’s name) to trained personnel from the transplant centre/tissue bank for transport, that person completes the Receipt section on the Distribution Form at hand over.

· If transporting to destinations within the metropolitan area, personnel at the receiving centre complete the Receipt section on the Distribution Form.
See Distribution procedure for accompanying documentation.

In Transit

1. Use a luggage trolley with appropriate strapping to transport large or heavy containers.

2. Therapeutic products should not pass through X-ray irradiation devices designed to detect metal objects.

3. If security inspection is necessary, the contents of the transport container should be inspected visually under supervision of the courier. 

· Cryoprotective gloves must be used for inspecting the dry shipper. 

· If necessary, non-cryopreserved product may be removed from the Blood in Motion or Credo Cube container and the container screened. Minimise, as far as possible, the time the elements are exposed to room temperature.

4. Remain with the product at all times, except for the dry shipper when it is being carried in the cargo hold of the aircraft.

5. Declare the product on all Customs/Immigration and Quarantine forms.

Non-frozen Therapeutic Product

1. Container should be transported in the passenger compartment of the aircraft, train, bus etc.

2. The temperature of products should be maintained within the range 2-8oC. 

3. Check the temperature regularly.

4. If temperature is approaching 8oC and rising, add bagged ice to the container. Never place dry ice in the container.

5. Although the preferred temperature range is 2-8oC, temperatures up to 12oC for a maximum of 2 hours are acceptable. 

Cryopreserved Product

1. Dry shippers should be validated to ensure that the static holding time is at least 2 days in excess of the anticipated transit time. 

2. Dry shippers are transported in the cargo hold of the aircraft. The shipper should be in an upright position at all times and securely fastened.

receiving facility

· For products dispatched from (Insert manufacturer’s name), the person responsible for receipt of the product must record his/her identity, date and time of receipt and receipt inspection on the Distribution Form or Shipping Form. The completed form, or a copy, must be returned to (Insert manufacturer’s name).

· For products dispatched to (Insert manufacturer’s name), the person responsible for receipt in (Insert manufacturer’s name) must complete the Receipt Form and relevant documentation from the sending facility. 

· Where necessary, arrange for the return of transport container and data logger to the dispatching centre.

records

Copies of the Distribution and Shipping Forms, with the receipt record completed, are retained in the (Insert manufacturer’s name) donor/product files. A print-out from the data logger is also retained in the files.

forms

(Insert donor registry name)  Forms

Distribution Form FORM48

Receipt Form FORM50

Shipping Form FORM59

Documents 

Courier Instructions DOC102

Data Logger Instructions DOC33

Dry Shippers DOC64

Labelling DOC64
References

1. (Insert donor registry name) Guidelines and Forms, Chapter 14 Guidelines for Couriers of HPC. Copies available (Insert web location)  and the (Insert donor registry name) manual in the office of the Scientists in Charge.

2. Safe Transport of Infectious Substances by Air, Civil Aviation Academy Australasia Pty Ltd www.caaa.com.au
3. Australian Code of Good Manufacturing Practice-Human Blood & Tissues 

4. FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing, and Administration.

5. NPAAC Requirements for Procedures Related to the Collection, Processing, Storage and Issue of Human Haemopoietic Progenitor Cells.

6. (Insert appropriate validations e.g. Blood in Motion System VAL29 and Blood in Motion System 2 VAL33).
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